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C3 Responsive to communication(s) filed on Apr 2, 1999 . 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 
in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire THREE month(s), or thirty days, whichever 
is longer, from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1.136(a). 



Disposition of Claims 



H Claim(s) _7_4 

V, 

Of the above, claim(s) 
□ Claim(s) 



is/are pending in the application. 



IS Claim(s) /_4_ 

□ Claim(s) 

□ Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is Cbpproved disapproved. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 

□ All □ Some* DNone of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 
"Certified copies not received: 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 



Attachment(s) 

□ Notice of References Cited, PTO-892 

□ Information Disclosure Statement(s), PTO-1449, Paper No(s). 

□ Interview Summary, PTO-413 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 
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Art Unit: 1615 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the best 
mode contemplated by the inventor of carrying out his invention. 

Claims 1-4 are rejected under 35 U.S.C. 112, first paragraph, as based on a 
disclosure which is not enabling. A formulation comprised of particular formulation 
ingredients critical or essential to the practice of the invention, but not included in 
the claim(s) is not enabled by the disclosure. See In re Mayhew, 527 F.2d 1229, 
188 USPQ 356 (CCPA 1976). Applicant is claiming an intermediate release 
nicotinic acid formulation. The claims only recite nicotinic acid. There is no 
significant nicotinic acid formulation claimed. Particular excipients enable the 
nicotinic acid to be released at a specified rate. See page 23, line 14 through page 
25. The particular excipients are considered critical in providing the desired release 
rate. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 
that form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless -- 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

Claims 1-4 are rejected under 35 U.S.C. 102(b) as being anticipated by 
O'Neill U.S. 5,268,181. The claims remain rejected for the reasons set forth in 
Paper No. 4, mailed October 2, 1998. 

Applicant's arguments filed April 02, 1999 and December 06, 1999 have 
been folly considered but they are not persuasive. Applicant's claims are directed to 
a composition. While the claims recite a relationship to treatment limiting 
hepatoxicity and treatment limiting elevations in uric acid or glucose levels, intended 
use is not a basis for determining patentability of composition claims. The scope of 
the claims read on prior art for a nicotinic acid composition. 

The declaration filed April 02, 1999 has been folly considered. The 
arguments relate to comparisons of various compositions in relation to applicant's 
composition. However applicant's claims are not representative of a significant 
composition. Applicant's inventive concept appears directed to a method of treating 
hyperlipemia. Presenting claims directed to a method of treatment incorporating 
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the subject matter of claims 1-4 would be given favorable consideration in 
overcoming the rejections of record. 
Claims 1-4 are rejected. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to James M. Spear whose telephone number is 
(703) 308-2457. The examiner can normally be reached on Monday thru Friday 

from 6:30 A.M. to 3:00 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Thurman Page, can be reached on (703) 308-2927. The fax 
phone number for this Group is (703) 305-3592 or 308-4556. 

Communications via Internet e-mail regarding this application, other than 
those under 35 U.S.C. 132 or which otherwise require a signature, may be used by 
the applicant and should be addressed to [thurman.page@uspto.gov]. 

All Internet e-mail communications will be made of record 
in the application file. PTO employees do not engage in Internet 
communications where there exists a possibility that sensitive 
information could be identified or exchanged unless the record 
includes a properly signed express waiver of the confidentiality 
requirements of 35 U.S.C. 122. This is more clearly set forth in 
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the Interim Internet Usage Policy published in the Official 
Gazette of the Patent and Trademark on February 25, 1997 at 1195 
OG 89. 

Any inquiry of a general nature or relating to the 
status of this application or proceeding should be 
directed to the Group receptionist whose telephone 
number is (703) 308 1235. 

James M. Spear 
February 28, 2000 
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